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Dose-related weakly positive for reverse gene mutation in s9-
activated bacterial strains TA97, TA100, TA102 of s,
typhimurjum exposed up to toxic doses.

Classification: ACCEPTABLE

This study does satisfy the requirement for FIFRA Test
Guideline 84-2 for in vitro mutagenicity (bacterial reverse
- gene mutation) data. R : .

\



{TECHNICAL NAME] SALMONELLA/MAMMALIAN ACTIVATION; GENE MUTATION

A. MATERIALS ‘
1. Test Materijal: Ro 17-0099/000

Description : Olive-green crystalline powder
Lot/Batch #: 211-188
Purity: 99.7% a.li. _
Stability of. compound Two years in closed container
CAS #: -10380-28-6
Structure: BIS (8~-QUINOLINOLATO) COPPER [CI§ﬂ2CuN¢02]
Solvent used: Dimethylsulfoxide

Other comments: [None]

Control Materials:

Solvent/final concentration: 1%

Positive: Non-activations
Sodium azide, 1 gg/plate for TAlOO TA1535, TAl537
2~Nitrof1uorene, 0.5 ug/plate for TA98 TA1538
Other: ICR-191, 1 ug/plate for TA97
MMC, 0.4 ugfplate for TAl102

Activation:

2-Aminocanthracene (2- anthramlne) 4.0 yg/plate for all
strains .

SEhens

Activation: s9 derived'ffom

X _'Aroclor 1254 _X induced = _X rat - _X_liver
- X phenobarbital/___ non-induced ___ mouse _—_ lung
— beta-naphthoflavone (rat liver)
—. hamster ____ other
—_— o — other ’
Describe S9 mix composition:
S9, 0.1 ml NADP, 3.2 mg
Kel, 0.165M G-6~P, 1.53 mg
mgcl, 0.04M : '
Test organjisms: §_,tygh;mgg um strains (seven in current
use)

X TA97 _X_TA98 _X TA100 _X TA102 TA104
X TALS35 _¥ TA1537 _¥X TA1538;

" Properly maintained? VYes:

Checked for appropriate genetic marker: Yes



[{TECHENICAL NAME]) SALMONELLA/MAMMALIAN-ACTIVATION; GENE MUTATION

5. Test compound concentrations used: o .
Non-activated conditions: 0.33 ~ 100.0 ug/plate (standard

assay) _
0.51 - 50.0 ug/plate (pre-
incubation)

Activated conditions:

0.33 ~ 100.0 ug/plate standard assay)
0.51. - 50.0 ug/plate (preincubation)

B. TE F NCE
1. Type of : X  standard plate test
almonell say: _X  pre-incubation (39 minutes)
“Prival® modification
spot test IR

other (describe in a.)

2. Protocol: According to Ames (1975), Maron and Ames (1983),
inter alia :

C. REPORT ESULTS

Preliminary cvtotoxicit say: Strain TaA100 exposed to
six concentrations, 0.32 through 1000 ug/plate;
precipitation and cytotoxicity at 200 and 1000 ug/plate.

2. Mutagenicity assay: In standard plate assays, no increase
: in revertents in TA 1538 (%S9), TA98 (£S9), TA100 (-59),

TA1535 (+59), TA1537 (£S89} up to cytotoxic doses (33, 100
ug/plate), but slight increases (1.2 X background) in SS9~
activated TA97, TA100 and TAl02. In pre-incubation
series, no increase up to cytotoxicity in any non-
activated  cultures, but dose-dependent increased
reversions noted for activated TA97, TA100 and TA102 (all
less than 2X background). Hence the investigator
concluded that the test article was weakly mutagenic in.
some activated Salmonella strains at mild to moderate
toxic concentrations. '

D. I ! CUSSI CLUSIONS: ACCEPTABLE. No major
deficiencieg in this minimally positive sStudy. :

'E. Was test performed under GLPs (is a quality assurance statement
present)? Yes.

F. Appendix attached: Yes, Data Tables.
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Dege. Mrapd 4a9623-01_Coposl. - Quinolinolate

Page is not included in this copy.

Pages S through '7 are not included in this copy.

The material not included contains the following type of
information:

Identity of product inert ingredients.

Identity of product impurities.

Description of the product manufacturing process.

Description of quality control procedures.

Identity of the source of product ingredients.

Sales or other commercial/financial information.

A draft product label.

The product confidential statement of formula.

Information about a pending registration action.
\////;IFRA registration data.

The document is a duplicate of page(s)

The document is not responsive to the request.

The information not included is generally considered confidential
by product registrants. If you have any gquestions, please contact
the individual who prepared the response to your request.
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